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DETAILED ACTION 

Election/ Restrictions 

1. Applicant's election without traverse of group I, claims 1-12, in the reply filed 
on 13 July 2006 is acknowledged. Applicant also elects an electrochemical species 
from group A and a plasma protein species from group B. Claims 3, 4, 8 and 13-68 
have been withdrawn from consideration as being drawn to a non-elected invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

2. Claims 1, 2, 5-7 and 9-12 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the invention. 

Claim 1 recites that a first immunosensor generates a signal based on the 
formation of a sandwich between an immobilized antibody, a target analyte and a 
labeled antibody. It is unclear as to whether the immunosensor system requires an 
immobilized antibody, a target analyte and a labeled antibody in the form of a 
sandwich, or whether the immunosensor merely requires a sensor that is capable of 
generating a signal based on a sandwich. Claim 1 recites u an immobilized antibody" 
in lines 4 and 10 of the claim. It is unclear whether the immobilized antibody of line 
4 is the same immobilized antibody of line 10. There is insufficient antecedent basis 
for the phrase "the sample" recited at line 11 of claim 1. It is vague as to how the 
second immunosensor can generate a signal that is "predictably related" to the 
degree of non-specific binding on the first immunosensor. It is unclear as to what 
amount of signal generated by the second immunosensor is considered "predictably 
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related". It is vague as to whether the sample is intended to be claimed as part of 
the immunosensor or whether the sample is merely used with the immunosensor. 

Claim 5 recites "a sample" in line 2 of the claim and it is unclear whether the 
sample of claim 5 is intended to be the same sample recited in line 11 of claim 1. 
Claim 6 recites u a blood sample" in line 3 of the claim and claim 12 recites "a blood 
sample" in line 2 of the claim. It is unclear whether the blood sample recited in 
claims 6 and 12 is the same as "the sample" recited in line 11 of claim 1. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the 
date of application for patent in the United States. 

3. Claims 1, 9, 11 and 12 are rejected under 35 U.S.C. 102(b) as being 

anticipated by Piran et al. (US 6,087,088). 

Piran et al. teach an immunosensor system comprising: a first immunosensor 

that generates a signal based on the formation of a sandwich between an 

immobilized antibody, a target analyte and a labeled antibody, wherein a portion of 

the signal arises from non-specific binding of the labeled antibody in the region of 

the first immunosensor (antibody to the analyte is immobilized to the first 

immunosensor and the analyte and a labeled antibody form a complex, first antibody 

to analyte, col. 4, lines 27-30; target analyte bound with specific labeled probe, col. 

5, lines 1-5; a label is specific for and binds to analyte, col. 5, lines 8-12; sandwich 

immunoassay, col. 6, lines 3-5; analyte TSH binds to immobilized anti-TSH and label 

binds to TSH, col. 6, lines 10-24); and a second immunosensor that acts as an 

immuno-reference sensor and generates a signal that is the same as the non-specific 
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binding that occurs in the first immunosensor signal (second immunosensor is used 
as a reference and is used to adjust the signal of the first immunosensor for non- 
specific binding, reference signal mathematically corrects the signal from first labeled 
antibody, col. 4, lines 40-47), and has an immunocomplex between an immobilized 
antibody and an endogenous or exogenous protein that is in the sample and is not 
the target analyte (antibody to IgG is immobilized on the second immunosensor and 
IgG is an endogenous or exogenous protein, anti-IgG is used for calibration 
purposes, col. 5, lines 59-67; col. 7, lines 44-67). 

With respect to claim 11, Piran et al. teach both antibodies immobilized on 
microparticles with a diameter that varies from 10 nm to several microns in diameter 
(col. 7, lines 11-15), which is partially encompassed by the recited range of 0.01-5.0 
|im in diameter. 

With respect to claims 9 and 12, the claims are drawn to the properties of a 
sample to be tested in the immunosensor system, the concentration of endogenous 
or exogenous protein in a sample. While the prior art does not specifically recite the 
concentration of protein in the sample as claimed, such a limitation is merely an 
intended use which the prior art would inherently be capable of doing. The only 
distinction between applicant's claims and the prior art is recited in the functional 
language. It is incumbent upon applicant to show that the application disclosed by 
Piran et al. is not actually capable of performing such functions. See In re Ludtke 
1971, 169 USPQ 563 (CCPA 1971) and In re Swinhartetal, 169 USPQ 226 (CCPA 
1971). 

4. Claims 1, 2, 5-7, 9, 10 and 12 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ding et al. (US 2001/0029048) in light of Lee et al. (US 4,722,889). 

Ding et al. teach an immunosensor system comprising: a first immunosensor 
that generates a signal based on the formation of a sandwich between an 
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immobilized antibody, a target analyte and a labeled antibody (first electrode has 
immobilized antibody, analyte and labeled antibody form sandwich assay, par. 22, 24 
and 25, first analyte may be hCG, par. 20), and a second immunosensor comprising 
an immunocomplex between an immobilized antibody and an endogenous or 
exogenous protein that is in the sample but not the target analyte (second electrode 
detects second analyte which may be an endogenous or exogenous protein, IgG, par. 
18-20, second electrode has immobilized antibody and protein binds to immobilized 
antibody, par. 22-25). Although Ding et al. does not specifically teach the portion of 
the first signal arising from non-specific binding of the labeled antibody in the region 
of the first immunosensor, Lee et al. teach that other components in a fluid may 
non-specifically bind with antibodies specific for hCG (col. 1, lines 29%40). Therefore, 
at least a portion of the signal arising from the first immunosensor of Ding et al. is 
from non-specific binding. Furthermore, the instant specification teaches that an 
antibody that binds to plasma proteins is suitable for generating a signal that is the 
same or related to the degree of non-specific binding in the region of the first 
immunosensor at page 18, paragraph 85 and . Ding et al. teach an antibody that 
binds to fibrinogen (a plasma protein) and therefore is capable of generating a signal 
that is the same or related to the degree of non-specific binding in the first 
immunosensor region. 

With respect to claim 2, Ding et al. teach the first and second immunosensors 
being electrochemical (par. 21). 

Regarding claims 5-7, Ding et al. teach the immunosensor contained in an 
electroanalytical cell made of Teflon (par. 9, 22), which is a cartridge, and a cell is 
capable of being disposed, and is therefore disposable. Ding et al. also teach the 
target analyte being hCG (par. 20) and the immobilized antibody in the second 
immunosensor being to a plasma protein (fibrinogen, par. 20, is a plasma protein). 
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With respect to claim 10, the instant specification teaches that antibodies to 
analyte of fibrinogen having an acceptable affinity constant within the range of about 
lxl0(-7) to about lxl0(-15) at page 19, paragraph 85. Ding et al. teach an analyte 
of fibrinogen (par. 20) and an antibody that binds to the analyte (par. 14). 
Therefore according to the instant specification, the antibody to fibrinogen has an 
affinity within the recited range. 

Regarding claims 9 and 12, the claims are drawn to the properties of a 
sample to be tested in the immunosensor system, the concentration of endogenous 
or exogenous protein in a sample. While the prior art does not specifically recite the 
concentration of protein in the sample as claimed, such a limitation is merely an 
intended use which the prior art would inherently be capable of doing. The only 
distinction between applicant's claims and the prior art is recited in the functional 
language. It is incumbent upon applicant to show that the application disclosed by 
Ding et al. is not actually capable of performing such functions. See In re Ludtke 
1971, 169 USPQ 563 (CCPA 1971) and In re Swinhartetal, 169 USPQ 226 (CCPA 
1971). 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Melanie Yu whose telephone number is (571) 

272- 2933. The examiner can normally be reached on M-F 8:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Long Le can be reached on (571) 272-0823. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571- 
272-1000. 



Melanie Yu 
Patent Examiner 

Art Unit 1641 " ' 
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SUPERVISORY PATENT EXAMINER 
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